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201051 27 H BATE SaBTO(Advisory Committes on the
Safety of Blood, Tissue and Organs)
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The Platelets working group had met previously to discuss the
current evidence, mainly concerning one pathogen inactivation
method for which there exists data concerning safety and efficacy,
and their views were communicated to members. Pathogen
inactivation of piatelets would be an expensive measure, even after
taking into account the potenual nnclllary beneﬁts and possible
underreporting of transfi itted infe Resuits from
a clinical trial, recent]y publlshad in lbstract form. have suggested
that patients r i | are at
increased risk of bleeding. In addition, those patients receiving
pathogen inactivated platelets show a reduced increase in platelet
count. This contrasts with previous studies, which do not raise
similar concerns. The uncertainties around patient safety,
increased donor exposure and efficacy of pathogen—inactivated
platelets lead SaBTO to conclude that this technology should not
be implemented at this time. The situation will be monitored by the
socratariat.
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Licenses exist but are not used at the moment.

The bicod establishments with ficenses are alowed to produce Pl-
| However, high costs interfere with marketing. Currently,

there is no urgent reason from an epidemiological point of view to

use Amotosalen treated platelets.
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The technology is deployed in a pilot centre (the first which
has developed the technology in France: Alsace province). it
is also deployed in three overseas French provinces
{Martinique, Guadeloupe and Reunion) because of the risk of
Chikungunya and Dengue epidemics in these areas.
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Routinely used under post marketing
surveillance
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clinical trial, between 12/2005 and
11/2007
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under clinical trial: see abstract about
results of the clinical trial at the site of
the AABB and Transfusion 2009, vol 49,
no.3S, biz. 2A.
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at the and of 2010 we will start with a
clinical triat
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pr AT BEL 4%, BERBEL KBTS,
2009477 14812, 2 TOMMERAIZ T, ELRIZ (ETORKS. ERpE nawmg |50 TR BEMHLL e bomcimans
TEHHERAT HLEMELI20000F6 288 HI1 E ERHERERENTHAD, ) NEMHOBE Sor 030 | MMRISIZR THAK
FRHRITENL=, Superior Health Council DRI Sz 5%, Tt ' 7,
2009411 BIZ, FAGGIZ MW A7 52—, FEFLLRA A M =
MEBAOENMBRERKSALL, RAOBIERESI X FER The post marketing surveillance applies |from June 2009, 47 % of the |In Belgium, there are 6
1WOHEETIHLE—EEF LT, L automatically (for all medicines, medicals |platelet concentrates blood establishments. §
* i devices, blood components, tissues, and | distributed by the blood are using the technology
FECRBES M MEREAE RSB O/MERO LR [ cells) establishments has been in routine for all their
MNELNT HIASREREL 1= LSS M ET g S o 1= A5 subject of a pathogen platelet concentrates
S{Dr—XTSA Lt = MAMEEGIIL TL-C & inactivation technology. For |produced. In 6 out of 10
S, fUMEEFIOADMRESBHELTHSEOLILTBE comparison: the total provinces.
hEEdtiotz, number of distributed
platelet concentrates in
2008 was 64,030.
~x— O The atached Royal Decres of June28, 2009 was published July BALCTULELY,
14.2009, laying down that all platelet concentrates have to be CEX—VITMBLTLSN, BHRTOE
subjected to a validated method of pathogen inactivation from the RAREIUFEAELE N, In vitro0) 34l 1%
first day of the twelve month following the date of publication of EHIhTHEY., BE. SR LSRR
the Royal Decree. Based on an advice of the Superior Health o)ﬁﬂi‘ﬁ’)ft‘ét:%{fﬁé
Council, the FAGG sent in November 2008 a circular letter to the °
blood establishments limiting the maximum storage time of treated the product is on the market with a CE
platelet concentrates to § days and imposing a minimum content of label. Because of very little data with
3.10" for the platelet concentrates for adults. Yk regard to the clinical use, in vitro
2707 |evaluations are carried out and results of
A few number of notifications was received from one hospitat ?E/ further clinical studies are awaited.
throwing in doubt the efficacy of the treated platelets for -~
tr of thrombapenic h. | d no increase of
post tr and persi of bleeding post
transfusion, whereby the imputability of the platelets was
considered “possible”.
However, most platelets in this hospital were transfused after 5
days of storage.
Notifications stopped after changing the storage time to maximum
5 days.
WKODD B E—T—F Iz 25— (108) T
RAXMMRES D 7EN B/ #36.000 (20094F) B
a2
Cost effeciveness analysis is still in progress & Routinely used only in few blood centers About 6,000 therapeutic
P Ub4 O doses in 2009
= o
UKD |F-siErRsn TR, FoSEEEAS AT TEERRSRTL
; ~ Data not yet available Data not yet available Data not yet available
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s - = < P FELHMSAES | FEEEREEAL
E& BAOHE TECHREAHT 5HZH FEICHHBAKE b oiopibrety TNB DB A
ERR OERIZDOLTIE, MeBBLARLTES . -
- X S = 19% A I—TI—FIZ
RS O DHERAR (COSISSBARL I N—FUEAL TR 5=y | (L—FI@ALTL 5t | A,
= ° — T avEREL TV S 9T >5—t‘109§ﬁm¥8, Izil;ﬁ 21%;?15;?/ WTF—ia
- 5 o . o F—lav¥k LT b o
‘zgtgﬁeﬁ 78T MR OHOHPLERS(CCST) ;p/ BCI%E IR, ) (ER24t5—)
o e 1. ; = BRADT—2 RO
ARA O &‘§E$%ﬂ:ﬁ{ﬁ MTSAFTRLBAEOT SR Routine use in 4 centers. Validation on
2. MEBLITHT AOELSNEHED ARDE. going in 2 centers.
3. BIYSOHMEMREDREEMIS,
RRZEIZFOFADDERE R FHEHERELTL Yk -
%o —MELGHOBAORE NG T—RTTFELLLOM, B S,
FORTDA b F AV DL EHBALLY RS, |2
YRISEVRIZ OV T DO B A —CBAKH, & 7l (IPODBEEA—THRYTF—2a g,
hETHBISEBLTLVED, PEMLLEITDOLTIIID G
DB Z—TAYF—avd, Fat N
validation in 3 blood centers
R s araith |oorrmrs
R—5K . ECTHY SETHMN put TI21200/ 3 ]
R—=IF O SRERALTO S,
YKo
S, |Routinely used (regional blood center).
% The number of centers 1 in Warsaw
province.
100% of Platelets Products in Regional
Blood Center in Warsaw.
AAABAERSEET ORBERIT-
EREERORFAIOVTIIRHEPTHY, Favzohg =e
EFTHTHIN, LYBRMEX L. TEMATELNENS |PEL
CETHD, RAAAT (1S, K, £TOMMREFIZH|HLY
L SRR ERL T 43S (IR ITERCHE) A BASIS |&
AL X SEEMBLTLS,
Swissmedic expects that methods for reducing bacterial &
contaminations for all platelet rates, e.g. by tr z;tf? ERRRRIETE
with PRT, will be implemented in the future. ;t >
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